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Orthopedic Panel

__P_r_o_d_u_ct_F_8_m_i..;.lv Il-_S_e_ct_io_n_N_o~I D_e_v_ic_e_N_a_m_e ~

Imp ants 2

2

Surgical Equipment 888.1240 AC-powered dynamometer 2
8BB.45BO SOniC surgical instrument and 2

accessories/attachments
none Accessories, fixation, spinal Interlaminal 2
none Accessories, fixation, spinal intervertebral 2

body
none Momtor, pressure, Intracompartmental 1
none Orthosis, fixation, spinal intervertebral 2

fusion
none Orthosis, spinal pedicle fixation
none System, cement removal extraction 1

Physical Medicine Panel

__P_r_o_d_u_c_t_F_a_m_i_IY__1..1_S_e_ct_i_o_n_N_o_I D_e_v_i_c_e_N_a_m_e ~

Diagnostic quipment

or ( herapy)
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hronaxlmeter
lagnostic electromyograph
lagnostic electromyograph nee Ie

electrode
owere re lex hammer
lagnostlc muscle stimulator
owered muscle stimulator



erapeutlc
Equipment
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Radiolo9Y Panel

__P_r_o_du_c_t_Fa_rn_i1_Y__I_S_e_c_t_io_n_N_o-'"I D_e_v_jc_e_N_a_rn_e ........I~

1I....~_R_' ..L.-8_9_2_,_1_0_0_0__"I_M_a_9_n_e_t_ic_r_e_s_o_n_an_c_e_d_ia_9_n_o_s_ti_c_d_e_v_ic_e__........~

Ultrasound 2

II....A_n9_i_o_9_ra_p_h_ic ..I.-8_9_2_,_1_6_0_0__"I_A_n_9_io_9_r_a_p_h_ic_x_-_ra_y_s_Ys_t_e_m ---JQ]

2
1
2
1
1

I m processor 2
1
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I_C_T_S_c_a_n_n_e_r 8_9_2_.1_'_5_0---'1....~_o_m__p_u_te_d_to_m_o_gr_a_p_h_y_x_-_ra_y_sy_s_t_e_m__--.....QJ

erapy

2

2
2

2
1

General/Plastic Surgery Panel

,--_P_r_o_d_u_c_t_F_a_m_i_IY__...I_S_e_c_ti_o_n_N_0--LI D_e_v_ic_e_N_a_m_e ~

urgical Lamps or dermato ogic disorders

Electrosurgical 878.4810 Laser surgical instrument for use in general 2
Cutting Equipment and plastic surgery and in dermatology

878.4400 Electrosurgical cutting and coagulation 2
device and accessories

I_M_is_c_e_lI_a_n_e_o_u_s -'-1_8_'_8_._4_'_8_0-.....I_p_o_w_e_r_e_d_s_u_c_t_io_n_p_u_m_p .......0
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APPENDIX 3

AUTHORITIES RESPONSIBLE FOR DESIGNATING
CONFORMITY ASSESSMENT BODIES

EC access to the U.S. market I U.s. access to the EC market
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• Belgium
Ministere de la Sante publique, de
J' Environnement et de J'lnt6gration sociale
Ministerie van Volksgezondheid, Leetmilieu en
Sociale Integratie

Food and Drug Administration (FDA)

• Denmark
Sundhedsministeriet

• Germany
Bundesministerium fur Gesundheit

• Greece
YnoupyE{o Yy&(a~

Ministry of Health

• Spain
Ministerio de Sanidad y Consumo

• France
Ministere de I'emploi et de la solidarite

• Ireland
Department of Health

• Italy
Ministero della Sanita

• Luxembourg
Ministere de la Sante

• Netherlands
De Minister van Volksgezondheid, Welzijn en
Sport

• Austria
Bundesministerium fUr Arbeit,
Gesundheit und Soziales

• Portugal
Ministerio da Saude

• Finland
Sosiaali-ja terveysministerio/social-och
halsovardsministeriet

• Sweden
Under the authority of the Government of
Sweden:
Styrelsen for ackreditering och teknisk kontroll
(SWEDAC)

• United Kingdom
Department of Health
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APPENDIX 4

CONFORMITY ASSESSMENT BODIES

EC access to the U.S. market U.S. access to the EC market

Conformity assessment bodies located in Conformity assessment bodies located in
the EC shall be designated by the the U.S. shall be designated by the
Authorities identified in Appendix 3. Authorities identified in Appendix 3.

(to be provided by the ECI (to be provided by the U.S.)
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